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Summary  of  Changes  in  this  Issue  A.  

Revised  details  in  Section  1.5  Regulations  on  All  Packaged  Medicines  B.  Revised  Appendix  3  Self-

Submission  Check  Form  for  Application  for  Import  or  Prescription  Drugs  Come  into  the  Kingdom  for  research  (N.M.1),  only  those  related  to  

labels.  to  comply  with  Updated  label  requirements

c.  Added  Annex  21,  a  form  for  requesting  a  waiver  of  prescription  drug  label  requirements  on  a  specific  case.
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specification  details  

about  bringing  or  ordering  drugs  into  the  

Kingdom  For  Clinical  Research  (Update  5  Feb.  2021)

Please  prepare  documents  and  evidence  accordingly.  Self-submission  check  form  for  permission  request  Bringing  or  ordering  

drugs  into  the  kingdom  for  research  (Nor  Mor.Mor.1)  (See  Appendix  3)  and  check  their  completeness.  of  the  document  by  yourself  The  details  

are  in  accordance  with  the  following  requirements.

the  same)

1.2.  Requirements  for  the  letter  explaining  the  permission  request  

1.2.1.  As  an  example  in  Appendix  4 ,  with  a  person  signing  The  same  as  signed  in  the  N.M.1  form  and  has  the  following  key  

contents:  (1)  the  name  of  the  research  project  in  Thai  that  matches  the  document  approved  by  the  Ethics  Committee,  except  in  the  case  

of  awaiting  approval  from  the  Ethics  Committee.  Related  research  Project  name  should  be  given.  Exactly  as  stated  in  the  research  

project  summary  (Thai  language).  However,  the  project  name  should  be  exactly  the  same  in  Documents  of  all  relevant  research  sites  

(2)  Research  project  code  (3)  Times  requesting  permission  for  importation  of  the  same  research  project  (4)  Relevant  research  sites

1.  Requirements  for  submitting  an  application  and  attachments

1.1.  Requirements  on  eligible  applicants  1.1.1.  An  

application  for  permission  to  bring  or  order  drugs  into  the  Kingdom  for  use  in  the  same  research  project  must  be  submitted  by  only  

one  agency.  By  “being  the  same  research  project”  means  being  the  same  research  project.  (Determined  by  the  research  project  code  the  

research  project  initiated  or  the  research  project  name

1.1.2.  Persons  eligible  to  submit  an  application  refer  to  the  Notification  of  the  Ministry  of  Public  Health  No.  14  (B.E.  2532  (1999))  

(Appendix  1),  namely:  (1)  a  licensee  for  bringing  or  ordering  drugs  into  the  Kingdom;  (2)  a  ministry  or  a  department  in  duty  Disease  

prevention  or  treatment  (3)  Thai  Red  Cross  Society  or  (4)  Pharmaceutical  Organization  In  the  case  of  the  applicant  did  not  

come  to  operate  by  myself  Each  request  must  be  accompanied  by  a  power  of  attorney  (see  the  relevant  section  for  

details).
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(Appendix  7)

1.4.  Requirements  relating  to  the  guarantee  of  compliance  with  the  terms  and  conditions  regarding  the  importation  

or  prescribing  of  drugs.  in  the  Kingdom  for  clinical  research

(2)  In  the  case  of  a  Ministry,  Department  in  charge  of  disease  prevention,  the  Thai  Red  Cross  Society  or  the  

Pharmaceutical  Organization,  the  signatories  must  be  the  top  executive  or  the  person  assigned  to  perform  the  duties  on  

behalf  of  related  to  the  importation  or  ordering  of  drugs  into  the  Kingdom,  provided  that  a  copy  of  the  Department's  order  

in  the  case  of  acting  on  behalf  of  the  Department's  Director-General,  or  a  copy  of  the  University's  order  In  the  case  of  

acting  on  behalf  of  university  president

1.3.  Requirements  on  the  Nor  Mor.  Mor.  1  

form  1.3.1.  Must  submit  a  valid  Nor  Mor.  Mor.  1  form  in  accordance  with  the  Notification  of  the  Ministry  of  Public  Health,  

Re:  Criteria,  Methods,  and  Conditions  for  bringing  or  ordering  drugs  into  the  Kingdom.  without  having  to  apply  for  registration  

of  drug  formulas,  No.  2  (B.E.  2552)  dated  April  27,  2009,  2  sets ,  see  Appendix  2  1.3.2.  Fill  out  the  correct  and  complete  

information  in  the  request  form  by  Type  1.3.3.  The  name  of  the  research  project  in  Thai  corresponds  to  the  document  

approved  by  the  Ethics  Committee,  except  in  the  case  of  pending  approval  from  the  relevant  Research  Ethics  Committee.  

The  project  name  should  be  correct.  consistent  in  the  documentation  of  all  relevant  research  sites  and  match  those  specified  

in  the  research  project  summary  (Thai  language)

(5)  indicate  that  the  submission  of  this  application  is  an  application  “After  all  research  sites  have  been  approved  by  

The  research  ethics  committee  has  completed  the  research  on  the  people  involved”  or  “Parallel  while  waiting  for  the  

results.  Considered  by  at  least  one  research  ethics  committee  involved.”

specified  in  the  license  to  bring  or  order  modern  drugs  into  the  Kingdom

(1)  Certification  of  compliance  with  the  terms  and  conditions  relating  to  the  importation  or  prescription  of  drugs  into  

Kingdom  for  Clinical  Research  For  applicants  applying  for  NR.  Mor.  Mor.  1,  as  detailed  in  Appendix  5 ,  with  

the  signer  being  the  same  person  who  signed  the  Nor.  Mor.  Mor.  1  form.  (2)  Certification  of  compliance  with  

the  terms  and  conditions.  about  bringing  or  ordering  drugs  into  Kingdom  for  Clinical  Research  For  the  Principal  

Investigator  at  a  research  facility  in  Thailand,  as  detailed  in  Appendix  6 ,  each  institute's  principal  investigator  

must  sign  one  document  per  person.

1.3.4.  Must  be  signed  with  the  original  signature  of  the  applicant  only.  Both  the  original  and  the  copy  1.3.5.  The  

person  who  signs  the  application  is  (1)  in  the  case  of  a  licensee  bringing  or  ordering  drugs  into  the  Kingdom.  

The  signatory  must  be  the  operator  of  the  business  as

1.4.1.  It  consists  of  2  documents.
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1.5.3.  In  general  cases,  the  labels  for  both  the  primary  and  secondary  packaging  must  contain  at  least  the  following  information:  

(1)  Drug  name/drug  code,  dosage  strength,  dosage  form,  route  of  administration.  unit  quantity  The  case  for  a  concealed  

treatment  research  The  label  must  be  labeled  “placebo  or  [drug  name/code].

1.5.1.  Labels  or  label  images  of  every  container  and  packing  size  shall  be  submitted.  with  a  pattern  like  a  label  that

(2)  Project  code  or  project  name  (3)  Production  version  

and/or  code  number  to  identify  components  and  containment  procedures  (4)  Subject  number  or  

treatment  number  and  appointment  number  (If  relevant)  (5)  Methods  of  medication  may  be  referred  to  documents  

specifically  made  to  explain  to  the  subject  (e.g.  Medication  Records)  or  product  administration  personnel.  to  communicate  

whether  volunteers  or  personnel  who  are  How  can  the  drug  product  administrator  be  able  to  properly  use  the  drug?  (6)  Name,  

address  and  telephone  number  of  the  research  sponsor  or  contract  research  organization  or  investigator  (main  point  of  contact  

for  product  information).  clinical  research  and  disclosing,  concealment,  treatment,  emergency)  unless  the  subject  is  provided  

with  an  identity  card  showing  these  information  and  is  advised  to  keep  this  document  in  their  possession  at  all  times  (7)  the  

statement  “Used  for  clinical  trials.  only”  or  other  words  that  have  the  same  meaning  in  Thai  language  (8)  Conditions  of  storage  of  

drugs  (9)  Period  of  use  (10)  the  statement  “keep  out  of  the  reach  of  children”  or  any  other  synonyms  in  Thai  language  except

+  [strength  scale]”

can

In  addition  to  the  details  stated  in  clause  1.5.3) ,  the  primary  packaging  label  must  contain  at  least  the  following  information:

1.5.  Requirements  for  labels  for  all  package  sizes

1.5.4.  In  the  case  of  primary  packaging  always  coexisting  with  secondary  packaging  (when  the  packaging  label

1.5.2.  Use  Thai  language  except  drug  name/drug  code.  and  information  about  research  project  sponsors  to  use  Thai  language  or  

can  speak  english  and  the  case  of  drugs  administered  by  medical  personnel  Please  use  Thai  or  English.

The  volunteers  did  not  bring  the  medication  home.

actually  use

(1)  Drug  name/drug  code,  dosage  strength,  pharmaceutical  form  Route  of  administration  (except  for  oral  solid  dosage  forms)  

Count  amount  In  the  case  of  a  concealed-treatment  trial,  the  label  must  include  the  statement  “placebo  or  [drug  name/

identification]  +  [dose  strength]” (2)  protocol  code  or  protocol  name  (3)  batch  and/or  number.  Code  to  identify  components  and  

containment  procedures  (4)  Subject  or  treatment  number.  and  appointment  number  (if  relevant)
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(5)  Name  of  research  sponsor  or  contract  research  organization  or  researcher  

1.5.5.  In  the  case  of  primary  packaging  in  the  form  of  blisters  or  small  units  with  an  area  not  exceeding  

3  square  inches  (when  The  outer  packaging  label  shows  the  details  of  clause  1.5.3  and  the  primary  packaging.  

The  primary  packaging  label  must  contain  at  least  the  following  information :

1.5.7.  If  necessary  Applicants  may  request  that  the  Division  of  Drugs  consider  waiving  the  labeling  requirements  

as  listed  above  only  in  the  following  cases:  (1)  Information  on  drug  labels  for  clinical  drug  trials  conducted  in  multiple  

countries  and  not  can  change  in  a  timely  manner  when  applying  for  permission  (passing  the  request  check  

and  receiving  into  the  system)  times

(2)  Information  on  the  label  that  may  refer  to  other  documents,  such  as  reference  methods  of  drug  administration,  records  of  drug  use,  etc.  by

first  within  30  April  2021

(1)  drug  delivery  channel  (Dosage  route  may  not  be  specified  for  oral  solid  dosage  forms.)  and  in  the  case  

of  open-label  research,  specify  the  drug  name/drug  code  and

Please  attach  referenced  documents  with  an  explanation.

strength  size

(3)  Additional  labeling  after  the  drug  is  imported  into  Thailand  in  order  to  comply  with  the  requirements  for  

research  drug  labels:  1)  a  label  or  a  label  image  with  the  same  format  as  the  actual  label  2)  the  place  of  operation  

Label  the  place  where  it  is  licensed  to  produce  the  correct  drug,  or  if  necessary.  may  request  a  waiver  Instead,  

carry  out  labeling  in  places  that  can  be  controlled  to  meet  conditions.  which  must  be  carried  out  by

(2)  project  code  or  project  name  (3)  production  

version  and  or  code  number  to  identify  components  and  containment  procedures  (4)  

subject  number  or  treatment  number  and  appointment  number  (if  applicable)  (5)  Name  of  research  

sponsor  or  contract  research  organization  or  investigator  1.5.6.  Drug  labeling  must  be  carried  out  in  

accordance  with  standards  in  the  proper  drug  manufacturing  facility.  and  in  accordance  with  the  Notification  of  

the  Ministry  of  Public  Health,  Re:  Determination  of  Details  on  Criteria  and  Methods  in  the  production  of  modern  drugs  

and  amendments  to  the  criteria  and  methods  in  the  production  of  traditional  drugs  in  accordance  with  the  Drug  Law  

B.E.  2559,  which  states  about  research  drug  labels  in  Annex  12,  Production  of  research  drug  products,  except  in  the  

case  Preparing  drugs  for  administering  drugs  at  the  research  site  requires  re-labeling  on  the  packaging  to  be  

administered,  such  as  preparing  injections.  Preparing  to  dispense  medications  for  immediate  oral  use,  etc.  to  be  able  

to  operate  at  the  research  site  by  submitting  a  label  or  a  label  image  that  has  the  same  format  as  the  actual  label  with  

attached  standard  manual  Standard  Operating  Procedures  used  in  the  preparation  and  labeling  of  drugs,  provided  

that  the  labels  must  comply  with  the  guidelines  above.  And  the  labeling  procedure  must  be  carried  out  by  a  pharmacist  

or  professional  personnel.  other  health  facilities  of  the  research  site  or  a  properly  trained  research  supervisor  Prepare  

operational  procedures,  record  practices  It  is  checked  by  a  second  person.  Labeling  is  strictly  controlled.  and  the  

operation  must  be  consistent  with  the  rules  and  procedures  for  modern  drug  production
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(2)  the  research  project  

code;  (3)  the  statement  “for  clinical  use  only”  or  other  words  that  have  the  same  meaning  in  Thai

for  research  The  applicant  may  refer  to  the  original  document  if  no  changes  have  been  made.

1.6.  Documentation  requirements  (for  drugs  that  have  already  been  registered)

1.5.10.  In  the  case  of  requesting  to  change  the  information  during  the  period  of  medication  use  Add  a  label  indicating  the  new  

date  and  use  of  the  original  production  version.  Submit  a  label  or  a  picture  of  the  label  that  has  the  same  format  as  the  actual  label.  

which  may  overlap  the  original  date  but  must  not  close  Overlaid  on  the  original  production  for  quality  control  reasons.  This  must  be  

done  in  an  authorized  facility.  produce  the  right  drug  or  if  necessary  May  request  a  waiver  of  labeling  operations  in  regulated  

locations.  to  meet  the  conditions  instead  This  must  be  labeled  by  a  pharmacist  or  other  health  professional.  of  the  research  site  or  

research  supervisor  who  has  been  properly  trained  set  up  operating  procedures  practice  notes  It  is  checked  by  a  second  person.  

Labeling  is  strictly  controlled  and  operations  must  comply  with  the  guidelines  and  procedures  for  the  production  of  modern  medicines .  

Specific  drug  label  requirements  (Appendix  21))  1.5.11.  Recommendations  for  drugs  to  be  used  as  indicated  in  the  protocol  for  

use  according  to  established  indications.  Registered  in  Thailand  as  drugs  procured  from  the  Thai  market  and  there  is  no  need  to  

pass  another  manufacturing  process  or  packing  process  The  following  text  should  be  added  to  the  original  container,  but  must

1.6.1.  In  the  event  that  the  applicant  submits  evidence  “Pharmaceutical  Quality  and  Production  Control  Documents”  with  

reference  to  Registration  of  drug  formulas  in  Thailand  Use  a  drug  leaflet  that  has  been  approved  by  the  Office  of  the  Board.

does  not  cover  the  original  label

Pharmacists  or  other  appropriately  trained  research  site  health  professionals  or  research  supervisors  establish  procedures.  

practice  notes  It  is  inspected  by  a  second  party,  labeling  is  strictly  controlled.  and  the  operation  must  be  consistent  with  the  

rules  and  procedures  for  Manufacture  of  modern  medicines  1.5.8.  The  request  for  a  waiver  of  labeling  requirements  in  the  case  

of  clause  1.5.7  shall  use  the  waiver  form.  Drug  label  requirements  are  specific  (Appendix  21) .  In  all  cases,  the  rights,  

safety  and  well-being  of  the  volunteers  must  be  taken  into  account.  as  well  as  reliable  clinical  research  results  is  important.

food  and  medicine

(1)  Name  of  research  sponsor  or  research  organization  under  contract  or  researcher

1.5.9.  For  drug  labels  that  have  been  submitted  to  the  Drug  Division  and  are  permitted  to  bring  or  order  drugs  into  the  Kingdom

1.6.2.  In  the  event  that  the  applicant  submits  evidence  “Pharmaceutical  Quality  and  Production  Control  Documents”  with  

reference  to  Registration  of  drug  formulas  in  foreign  countries  Use  the  drug  documentation  of  that  country.  If  a  foreign  language  not  

english  to  translate  into  Thai  or  English  with  certifying  that  the  text  in  other  languages  matches  Thai/English
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(6)  Results  of  a  clinical  study

C.  Toxicology

1.7.  Requirements  related  to  research  documentation  (Investigator's  Brochure)  (for  drugs  that  have  not  been  taken

1.6.3.  See  “Relationship  Tables  between  Drug  Quality  and  Manufacturing  (CMC),  Drug  Information  Sheets  

(i.e.,  PI)  and  Investigator  (IB)  and  Drug  Manufacturers'  documentation  under  “Regulations  on  with  quality  control  

documents  and  drug  production

A.  Pharmacology  B.  

Pharmacokinetics  and  transformation  process  in  laboratory  animals

1.8.2.  Volunteer  guidance  documents  are  in  accordance  with  the  ICH  Good  Clinical  Practice  Guideline.

Approved  by  the  relevant  research  ethics  committee.  to  submit  the  copy  that  is  being  considered

(4)  Physical,  chemical  and  pharmaceutical  properties  including  formulations  

(5)  Non-human  animal  studies

(2)  Conclusion  

(3)  Introduction

1.8.1.  Approved  by  the  Human  Research  Ethics  Committee,  except  in  pending  cases.

1.8.  Requirements  regarding  the  Patient  Information  Sheet  (Thai  language)

(1)  Table  of  Contents

1.7.3.  There  is  evidence  that  the  research  manual  has  been  submitted  to  the  ethics  committee,  except  in  the  

case  of  pending  approval  from  the  relevant  research  ethics  committee.  To  submit  the  copy  that  is  being  considered  

1.7.4.  Contains  the  following  information,  each  section  should  have  appropriate  references.

C.  Marketing  experience  (7)  Summary  of  information  and  

recommendations  for  researchers

It  is  necessary  and  may  be  appropriate  to  update  more  frequently  as  the  stage  of  drug  development  and  new  information  increases.

b.  Safety  and  Effectiveness

A.  Pharmacokinetics  and  product  transformation  processes  used  in  human  research

1.7.2.  The  research  manual  should  be  reviewed  at  least  once  a  year  and  should  be  revised  as  needed.

The  researcher's  

handbook  is  in  accordance  with  the  ICH  Good  Clinical  Practice  Guideline  (http://

drug.fda.moph.go.th/zone_asean/files/ICH_GCP_Thai  version.pdf) .
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1.8.3.  There  is  a  language  suitable  for  the  volunteers,  for  example,  a  Thai  volunteer  is  required  to  submit  a  Thai  version,  a  

foreign  volunteer  must  translate  it  into  Thai  with  certifying  that  the  text  in  other  languages  is  the  same  as  the  Thai  language  1.8.4.  

provide  information  and  explanations  during  the  request  for  consent  and

volunteer

(15)  It  states  that  records  identifying  the  subject's  personal  data  will  be  kept  confidential  and  will  not  be  disclosed  

to  the  public  to  the  extent  permitted  by  law.  and/or  regulation

Methods  of  

random  selection  (4)  Methods  of  conducting  research,  including  various  procedures.  with  invasive  (invasive)  the  body  of

Research  

(11)  Compensation  (if  any)  determined  on  a  one-time  basis  to  study  subjects  (12)  Various  expenses  (if  

any)  to  study  subjects  (13)  Text  at  Indicates  that  subjects'  participation  in  research  is  voluntary  and  that  

subjects  may  refuse  to  participate  or  withdraw  from  research  at  any  time.  without  guilt  or  Loss  of  benefits  that  the  

volunteers  will  receive.  (14)  The  message  states  that  the  Food  and  Drug  Administration  Research  supervisors,  IRB/IEC  

research  investigators  and  regulatory  bodies  will  be  permitted  to  Check  the  volunteer's  original  medical  record  directly  to  

verify  the  correctness  of  the  procedure.  clinical  research  and/or  other  information  without  violating  the  volunteer's  

right  to  maintain  confidentiality  beyond  to  the  extent  permitted  by  law  and  regulation  by  signing  the  consent  document  

Volunteers  or  their  legal  representatives  allow  individuals  to  The  above  has  the  right  to  examine  the  medical  The  original  

record  of  the  volunteers  directly.

in  the  consent  document  including  other  documents  to  be  provided  to  volunteers  The  following  details  must  be  

present:  (1)  identifying  the  project  as  a  research;  (2)  the  purpose  of  the  research;  (3)  the  

treatment  provided  in  the  research  and  the  likelihood  that  the  subject  will  receive  one  of  the  

treatments  accordingly.

Infant  or  fetus  or  infant  who  drinks  mother's  milk

(8)  Reasonable  expected  benefits  In  cases  where  the  trial  does  not  produce  clinical  benefit  to  the  subject,  the  

subject  should  also  be  informed  (9)  of  other  alternative  procedures  or  treatments.  that  volunteers  may  receive  including  the  

benefits  and  the  significant  risk  of  alternative  options;  (10)  the  compensation  and/or  treatment  the  volunteers  will  

receive;  In  the  event  of  danger  resulting  from

(5)  Volunteer  responsibilities  (6)  Experimental  

part  of  the  research  project  (7)  Potential  risks  or  

inconveniences  to  the  subjects.  and  in  some  cases  old
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1.10.  The  complete  Study  Protocol  specification

(6)  Treatment  of  Subjects  (7)  Assessment  of  

Efficacy  (8)  Assessment  of  Safety  (9)  Statistics

(16)  contains  a  statement  stating  that  a  volunteer  or  a  legitimate  representative  will  be  notified  of  new  information

1.9.  Requirements  regarding  the  research  project  

summary  (Thai  language)  are  in  accordance  with  the  form  in  Appendix  7 ,  complete  and  signed.

(10)  Direct  Access  to  Source

The  law  allows.  in  the  publication  of  research  results  Volunteer  personal  information  will  remain  

confidential.

Subjects)  

Volunteer  at  each  institution  in  Thailand

1.10.2.  The  research  protocol  is  in  accordance  with  the  ICH  Good  

Clinical  Practice  Guideline  1.10.3.  It  must  contain  detailed  information.  on  various  

topics,  in  the  following  order:  (1)  General  Information  (2)  Background  

Information  (3)  Trial  Objectives  and  Purpose )  (4)  Trial  Design  (5)  Selection  

and  withdrawal  of  volunteers  (Selection  and  Withdrawal  of

Data/Documents)  

(17)  Person  to  contact  for  additional  information  on  the  research  and  the  

subject's  rights  and  who  to  be  notified  in  the  event  of  harm  resulting  from  the  research;  

Research  (19)  Estimated  duration  of  participation  in  the  study  (20)  Estimated  

number  of  subjects  participating  in  the  entire  project  and  the  number  of

(Thai  or  English)  1.10.1.  

Approved  by  the  Human  Research  Ethics  Committee,  except  pending  approval  from  

the  relevant  Research  Ethics  Committee.  Submit  the  latest  version  available.

in  due  time  This  may  affect  the  willingness  of  the  subjects  to  continue  participating  in  the  research.

Attachment  to  the  Announcement  of  the  Drug  Division  Re:  Details  of  the  Requirements  for  Importing  or  Prescribing  Drugs  into  the  Kingdom  for  Clinical  Research,  5  Feb.  64,  page  12

Machine Translated by Google



(15)  Publication  Policy

(1)  Information  on  quality  of  NCE  (New  Chemical  Entity)  drugs  shall  show  information  and

(2)  Reference  to  the  registration  of  drug  formulas  in  Thailand  by  informing  the  registration  certificate  number  together  with  a  

copy  of  the  document.  In  this  case,  it  can  be  used  as  a  reference  Only  if  the  drug  to  be  used  for  research  comes  from  the  same  manufacturer.

Title  1.16)

Attestation  that  the  dosage  form  was  manufactured  under  Good  

1.11.  Documentation  requirements  for  quality  control  and  drug  production

As  prescribed  in  the  table ,  a  certificate  must  be  attached .

(3)  Certificate  of  Pharmaceutical  Product  (CPP)  (See  Annex  10)/  Certificate  of

Quality  Assurance)  

Print  from  the  website  of  the  Drug  Regulatory  Agency  (NRA)  of  the  country  in  which  the  drug  is  registered.

Appendix  9  for  various  research  phases

Free  Sale  (CFS)  (see  Appendix  11)  together  with  the  Good  Manufacturing  Practice  Certificate,  in  which  case  this  may  be  used  as  

a  reference.  Only  if  the  drug  to  be  used  for  research  is  from  the  same  manufacturer  as  the  manufacturer  listed  with  the  dependency.

(12)Description  of  ethical  considerations  relating  to  research

It  consists  of  two  parts  of  the  document:

(14)Financing  and  Insurance  (if  not  specified

in  Appendix  8.  The  manufacturer's  identification  of  each  drug  confirms  that  the  drug  to  be  used  for  research  will  have

Assemble  the  topic

(13)  Data  Handling  and  Record

that  country  too

Manufacturing  Practices  (GMP)  conditions”  at  all  times.

In  this  document  may  be  attached  separate  agreements.)

1.11.2.  Evidence  of  quality  control  and  drug  production  documents  Provide  evidence  of  one  of  the  following  four  items:

(11)  Quality  control  and  quality  assurance  of  research  (Quality  Control  and

with  the  manufacturer  listed  in  the  drug  formulary  registration  in  Thailand

(16)  Additional  details  (Supplements)

Details  of  the  topics  mentioned  in  Evidence  of  drug  quality  NCE  (New  Chemical  Entity)

Overseas  drug  formula  registration  and  CPP/  CFS  indicate  that  the  drug  is  registered  for  sale  in  the  market  of

to  the  trial)  

1.11.1.  Form  of  summary  of  evidence  of  quality  control  documents  and  drug  production  by  drug  as  detailed

Drugmakers'  Good  Manufacturing  Practice  issued  by  drug  regulators  to

Keeping)  

The  manufacturer  actually  followed  that.  and  must  match  that  specified  in  the  Excel  file  for  the  Logistic  system  (see  additional  requirements  in

“  

(4)  Other  evidence  showing  registration  from  the  drug  regulatory  agency,  such  as  information  that
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as  specified  in  the  registration  of  drug  formulas  in

as  specified  in  the  CPP/CFS

registered  in  PI  or  label)

Thailand

The  applicant  verifies  the  manufacturer  with  COA).

at

evidence

1.12.  Requirements  for  research  approval  documents  from  the  Research  Ethics  Committee  in

Show  the  manufacturer  involved  in  such  registration,  attach  an  additional  Certificate  of  Analysis  (COA).

about  medicine

(2)  Name  of  research  project  in  Thai  language

approved  by  the  Food  and  Drug  Administration,  Thai  version.  The  approval  document  must  contain  information

Country  PI

Person  (IRB/  IEC)  recognized  by  the  Food  and  Drug  Administration

(3)  Researcher's  name

1  NCE  +  GMP  Certificate  

Yes,  in  this  case  it  can  be  used  as  a  reference.  Only  if  the  drug  to  be  used  for  research  is  from  the  same  manufacturer  as  the  stated  manufacturer.

Evidence  Type  CMC  Drug  Information  Sheet  Drug  Manufacturer

(5)  Research  project  documents  and  related  documents,  including  specifying  the  version  (Version)  that  the  Board  of  Directors

1.11.3.  Table  showing  the  relationship  between  quality  control  documents  and  drug  manufacturing  (CMC)  documents.

as  specified  in  the  web  page/  PI/  label  (if

Thai  PI

Research  ethics  in  people  recognized  by  the  Food  and  Drug  Administration  and  get  prior  approval

(NRA  web  page/  No.

1.12.2.  A  copy  of  the  research  approval  document  must  be  submitted  from  the  Human  Research  Ethics  Committee.

As  stated  in  NCE

3  CPP/CFS  

specified  in  the  prescription  or  drug  label  that  has  been  registered,  etc.,  if  unable  to  find  the  document

evidence

Thailand

Country  PI

1.12.1.  The  applicant  is  responsible  for  obtaining  research  approval  from  the  review  committee.

at  least  as  follows:  (1)  

Name  of  the  Board  of  Directors  as  accepted  by  the  Food  and  Drug  Administration

with  the  registration  of  drug  formulas  in  foreign  countries

IB

4  register  abroad

(4)  Names  of  all  approved  research  sites

Drug  information  (i.e.  Medication  Document  (PI)  and  Investigator's  Guide  (IB))  and  drug  manufacturer

2  Registration  of  drug  formulas  in

The  manufacturer  was  not  found  in  all  3  types  of  evidence.

start  research  in  accordance  with  the  Notification  of  the  Food  and  Drug  Administration  on  Criteria,  Methods  and  Conditions  for  

Acceptance  of  the  Research  Ethics  Committee  on  Persons  Considering  Clinical  Research  Projects.

to  consider  the  ethics  of  the  research  in  the  approved  

persons  (6)  the  period  of  approval  for  the  research  and/or  expiration  date
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1.14.  Power  of  Attorney  and  Power  of  Attorney  Requirements

1.14.4.  A  copy  of  the  identity  card  of  the  authorized  person  and  the  attorney.  With  signature  certifying  true  copy  

1.14.5.  One  set  of  power  of  attorney  is  used  for  1  request  only  1.15.  Requirements  for  approval  documents  

from  the  relevant  academic  committees.

The  Food  and  Drug  Administration  stipulates

Of  course,  the  calculation  should  

not  exceed  4  years  1.13.3.  The  number  of  permitted  drugs  is  insufficient.  The  drug  is  damaged  or  the  drug  is  expired,  

a  new  license  can  be  applied  for  the  missing  amount.  damaged  or  expired  with  reasons  and  relevant  documentary  evidence

Some  drug  research  may  be  subject  to  special  supervision,  such  as  the  AIDS  vaccine.  and  stem  cells.  Special  

supervision,  such  as  the  Academic  Subcommittee  on  AIDS  Vaccine  Testing,  etc.  Therefore,  a  copy  of  the  document  for  

approval  or  approval  from  the  said  committee  must  also  be  submitted.  1.16.Excel  File  Requirements  for  Logistic  

Systems  See  the  Excel  File  and  Fill-in  Instructions  Document  in  the  relevant  Citizens  Manual.

1.12.3.  Cases  that  are  pending  consideration  by  the  Research  Ethics  Committee  who  has  the  right  to  submit  The  

request  may  be  submitted  to  the  Food  and  Drug  Administration  before  the  Ethics  Committee.  In-person  research  can  

authorize  or  endorse  a  research  project.  The  person  who  has  the  right  to  submit  an  application  must  comply  with  the  conditions  that

1.14.3.  Stamp  duty  30  baht

1.13.2.  In  case  of  clinical  trials  for  which  the  duration  of  drug  administration  is  not  specified  in  days,  months  or  years

Clarification  and  amendment  of  documents  for  permission

1.13.1.  Show  calculations  for  the  number  of  subjects  at  each  research  site  considered  by  the  committee.  research  

ethics  approved  They  were  calculated  in  accordance  with  the  doses  referred  to  in  the  protocol.  properly  for  use  throughout  

the  duration  of  the  study  drug  use  and  as  a  rule,  the  allowance  for  damage  is  20%,  except  for  the  bioequivalence  study  to  

allow  for  one  repetition,  up  to  a  maximum  of  2  times.

1.14.1.  The  top  executive  of  the  agency  entitled  to  submit  an  application  may  delegate  the  authority  to  an  appropriate  

person  to  proceed,  submit  an  application,  clarify,  amend,  and  receive  documents  related  to  the  request.  The  attorney  

should  be  knowledgeable.  Pharmacy  or  medical-related  fields  as  well  as  having  an  understanding  of  the  request  

for  permission  and  related  documents  1.14.2.

1.13.  Documentation  requirements  for  drug  calculation
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3.  Submission  of  the  results  of  consideration  from  the  Human  Research  Ethics  Committee  and  relevant  evidence  in  the  

case  of  submitting  an  application  for  bringing  or  ordering  drugs  into  the  Kingdom  for  research  prior  to  receiving  approval  from

4.1.  Reporting  on  research  progress

4.  Actions  after  receiving  permission  to  bring  or  prescribe  drugs  for  

research  After  being  allowed  to  bring  or  prescribe  drugs  for  research  As  the  case  may  be,  the  person  who  has  been  

granted  permission  must  do  the  following:

If  the  evaluation  results  from  the  appraiser,  the  applicant  shall  revise/clarify  the  issues.  to  the  applicant/assignee  The  authority  to  

take  corrections/clarifications  based  on  the  assessment  results  within  the  specified  time  by  submitting  a  request  for  amendments/clarifications  

additionally  (Appendix  12)  together  with  relevant  documentary  evidence.  to  clinical  research  drugs  Regulatory  group  before  going  to  the  

market,  Division  of  Medicine

2.  Amendment/submission  of  additional  documents  according  to  the  assessment  results

person  who  has  been  granted  permission  The  results  must  be  submitted  for  consideration  by  the  research  ethics  

committee.  The  Food  and  Drug  Administration  accepted  the  drug  division  within  15  days  from  the  date  of  receiving  the  results  

of  the  consideration.  From  the  Human  Research  Ethics  Committee  recognized  by  the  Food  and  Drug  Administration  at  

All  involved  By  using  the  letter  leading  to  the  results  of  the  review  from  the  Human  Research  Ethics  Committee  (Appendix  13)  

together  with  the  Thai  version  of  the  result  of  the  review.  and  related  documents  in  Revised  research  project  based  on  the  

opinions  of  the  Food  and  Drug  Administration  and  the  Board.  Consider  human  research  ethics  with  revised  sections.

(1)  Changes  in  licenses  to  bring  or  order  drugs  into  the  Kingdom  for  research  (Form  Nor  Mor.  Mor.  1),  except  

information  on  licensees,  list  of  drugs  and  quantities;  (2)  any  changes  related  to  quality.  and  safety  of  research  drugs,  

such  as  changes  in

Human  Research  Ethics  Committee

An  annual  research  progress  report  is  required  between  1-31  October  each  year  until  the  end  of  the  research  project  

by  using  the  Research  Project  Progress  Report  Form  (Appendix  15)  and  the  Letter  of  Submission  (Appendix ).  14)  From  the  

authorized  person  to  the  Director  of  the  Division  of  Drugs  Office  of  the  Food  and  Drug  Administration,  together  with  a  power  of  

attorney  from  the  authorized  person  to  file  a  report  and  clarify.  Regarding  the  research  project  report  specified  in  the  power  of  

attorney  4.2.  Requesting  permission  for  amendment  from  the  Food  and  Drug  Administration  before  proceeding  4.2.1.  

Cases  that  require  permission  from  the  Food  and  Drug  Administration  Before  proceeding  as  follows:
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can  check

(3)  Changes  in  drug  use  across  research  institutions  This  can  only  be  done  in  the  event  of  necessity.  The  details  

must  be  clearly  stated,  such  as  relevant  licenses,  number  of  research  sites,  reasons  for  necessity.  preparation  of  drug  

accounts,  etc.,  as  well  as  certifying  that  evidence  will  be  kept  and  that  the  accounts  are  complete,  correct  and

stabilized  (real-time  or  accelerated)  with  reference  guideline  attached  or  the  results  of  the  test

4.3.  Notifying  the  Food  and  Drug  Administration  for  acknowledgment

-  Expiration  date  or  request  to  extend  the  shelf  life  of  the  drug  To  submit  additional  relevant  documents  such  as  the  results  of  the  proficiency  test.

Improve  the  information  that  has  been  used  to  refer  to  drug  production  sources  and  Certificate  of  Analysis,  etc.

(4)  Please  note  that  for  one  request,  only  one  main  issue  can  be  amended,  e.g.  (This  changes  the  quality  and  

results  in  the  re-labeling  of  the  expiration  date)  to  be  filed  in  1  request,  etc.

every  time

-  Research  Drug  Manufacturing  Facility  Provide  additional  relevant  documentation  such  as  a  copy  of  the  GMP  

certification  or  a  copy  of  the  CPP  document  covering  the  GMP  standard,  updating  manufacturer  information  in  the  NCE.

research  ethics

Change  research  sponsors  Contract  research  company  Upon  approval  from  the  review  committee

GMP  certified  places,  let  us  know.

(3)  Attach  relevant  documents  showing  in  the  revised  section  and  attach  one  power  of  attorney.

(2)  Submit  a  request  for  amendment  to  the  list  of  permissions  under  Form  Nor.  Mor.  Mor.  1 /  Por  Por  8  for  

human  research  studies  (Appendix  17)  1  set.

Strictly  controlled  with  the  exception  of  non-substantial  text  editing  and  labeling  operations.

(2)  Changes  in  information  that  do  not  affect  the  quality  and  safety  of  medicines,  such  as

A  replacement  label  for  the  original  label,  which  must  detail  the  record  of  the  operation,  inspection  and

Manual  Documents  for  Requests  to  Amend  Items  Regarding  Permission  Form  Nor.Mor.1 /  Por.Dor.8  for  Human  

Research  Studies  (Appendix  16)

Research  ethics  considered

For  the  volunteers,  consent  form,  researcher  handbook,  etc.,  upon  approval/certification  from  the  committee.

Labeling  in  a  GMP  certified  facility  must  be  accompanied  by  an  operating  procedure  document  of  mounting.

(1)  Requesting  permission  to  make  changes  Please  prepare  documents  and  evidence  accordingly.  Filing  check

4.2.2.  Preparation  and  inspection  of  documents

-  Text  on  the  label  Submit  a  label  or  a  picture  of  the  label  with  a  description  of  the  changed  part.  If  not,

(1)  Update  the  details  of  the  research  protocol  and  related  documents  such  as  data  sheets

4.3.1.  Cases  that  must  be  notified  to  the  Food  and  Drug  Administration  are  as  follows:

relevant
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Research  in  Thailand

Notifying  the  Food  and  Drug  Administration  Must  submit  a  letter  of  clarification  and  refer  to  the  license.  to  bring  or  order  

medicines  into  the  kingdom  for  research  previously  received  along  with  attaching  relevant  documents  by  showing  in  the  section  

edit  or  something  that  needs  to  be  notified  to  know  as  detailed  in  Annex  18.  4.4.  Termination  or  termination  of  the  research  

project.  Must  notify  the  termination/termination  summary  of  the  research  project.  along  with  drug  details  left  to  destroy  or  

return  as  detailed  in  Annex  19 ,  within  60  days  from  the  closing  date  of  the  research  project  at  the  last  research  

site  in  Thailand.

4.5.  Reporting  adverse  drug  reactions  from  the  research  drug  

shall  be  in  accordance  with  the  criteria  and  method  for  reporting  adverse  drug  reactions  from  the  clinical  trial  as  

detailed  in  Annex  20.

convenience  for  inspectors  Here's  an  example:  -  Notify  

relevant  people,  such  as  the  Principal  Investigator  and  staff.  Ethics  Committee

4.3.2.Method

(3)  Changes  in  the  management  of  the  research  project  or  the  conduct  of  the  research  once  approved  by  the  

Research  Ethics  Committee,  such  as  changing  the  principal  investigator.  Temporary  cessation  of  accepting  volunteers,  etc.  (4)  

Inspection  of  research  by  foreign  regulators  sending  officers  to  inspect  the  site.

Those  who  are  permitted  to  bring  or  order  drugs  into  the  Kingdom  for  research  will  cooperate  and  facilitate.

Thailand

-  Assign  a  coordinator  to  be  a  representative  contact  with  the  inspector  before  the  research  review

The  Food  and  Drug  Administration  has  measures  to  monitor  research  that  is  permitted  to  be  taken  or  ordered.  

Medicines  entered  the  kingdom  for  research.  This  may  be  done  in  the  pre-research  period.  during  the  research  or  after  the  

end  of  the  research  or  after  the  termination  of  the  research  project  before  and  with  a  written  notice  of  the  official  schedule  at  

least  7  days  in  advance,  except  in  the  case  that  the  office  The  Food  and  Drug  Administration  has  issued  a  special  

order  to  monitor  the  research  immediately,  with  a  short  notice  or  without  prior  notice.

(5)  In  the  case  of  termination  or  termination  of  the  research  project  before  the  specified  time  However,  the  notice  must  be  made  within  

30  days  from  the  date  of  the  order  to  terminate  the  project  prematurely.  and  prepare  reports  accordingly  termination/termination  summary  notification  form  

carry  out  the  research  project  Annex  19  within  60  days  from  the  date  of  termination  of  research  at  the  research  site  where  the  last  research  was  conducted  in

related  research,  etc.

4.6.  Facilitating  the  staff  to  inspect  the  research  (Inspection)
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2)  Room  for  inspectors  to  be  able  to  inspect  documents  can  during

clinic

3)  A  computer  that  can  be  connected  to  the  recording/reporting  system  of  the  volunteers  in

patrol

The  final  review  of  the  research,  respectively.

-  Prepare  various  documents  as  appropriate  for  the  current  research  project  status  (refer  to

-  Send  information  to  the  inspector  team  in  advance  according  to  the  items  stated  in  the  notification  of  the  research  inspection

4)  a  place  used  for  conducting  each  stage  of  a  research  project  for  monitoring,  such  as  examination  

rooms,  laboratory  laboratories.  drug  storage  facility,  etc.

-  Prepare  various  equipment  and  locations.  1)  

Conference  rooms  for  open  and  close  meetings,  surveillance,  research.  which  will  be  used  on  the  first  day  and  day

-  Provide  safe  and  clean  lunch  and  drinking  water  in  sufficient  quantity  and  value

This  research  project  includes  both  the  source  data  and  the  Case  Report  Form.  electronic-

based

the  following

ICH  GCP  Item  8:  Important  documents  for  conducting  clinical  trials  [8.  Essential  documents  for  the  conduct  of  a  

clinical  trial])  and  relevant  licenses  from  the  Food  and  Drug  Administration  at  the  research  sites  listed  above.
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